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DETAILED ACTION 

Applicants' amendment, remarks, and arguments, filed 4/13/06 and supplemental 
amendment and remarks filed 4/14/06 have been received. Claim 15 is cancelled by 
amendment, and claims 16 and 17 are added. Claims 1 - 14, 16 and 17 are pending in 
this action. 

Priority 

Receipt of Applicants' European Priority documents, filed 3/21/2006, is 
acknowledged. 

Claim Rejections - 35 USC §112 

In light of amendment, and the cancellation of claim 15, the rejection of claims 1 , 
3, 5 and 15 under the first paragraph of 35 U.S.C. 1 12 is withdrawn. 

In light of amendment and the cancellation of claim 15, the rejection of claims 1, 
5, 6, and 15 under the second paragraph of 35 U.S.C. 1 12 is withdrawn. 

Claim Rejections - 35 USC § 102 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

Claims 1 - 9 and 11-14 remain rejected under 35 U.S.C. 102(b) as being 
anticipated by US 5,601 ,843 to Gimet et al. for reasons of record and those discussed 
below. 

Response to Arguments 
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Applicants' arguments have been fully considered, but are not persuasive. 

Applicant argues that Gimet does not disclose tablets with "retardant material", 
as required by instant claims,, and therefore, that the tablets of Gimet will not display 
extended release of the NSAID. 

It is noted, however, that instant claim 4 lists retardant materials, and included in 
this list are "lipidic materials", "cellulose-based polymers", and "a mixture thereof. The 
"first region" of Gimet's dosage form (the core in Gimet's examples) clearly contains 
diclofeac sodium (a NSAID), microcrystalline cellulose (a cellulose-based polymer) and 
magnesium stearate (a lipidic material, based on the lipid stearic acid). These materials 
clearly meet the requirements of retardant materials as outlined by Applicant in instant 
claim 4. As such, the dosage forms of Gimet, being made from the same components 
as those of instant claims wherein those components are arranged in the same manner 
with respect to each other, must have the same properties as the dosage form of instant 
claims. 

Claims 1 - 9 remain rejected under 35 U.S.C. 102(b) as being anticipated by US 
5,213,807 to Cheburkar et al. for reasons of record and those discussed below. 

Response to Arguments 

Applicants' arguments have been fully considered, but are not persuasive. 

Applicant argues that Cherburkar does not disclose tablets with an NSAID mixed 
with a "retardant material", as required by instant claims. 
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It is noted, however, that instant claim 4 lists retardant materials, and included in 
this list are "lipidic materials", "cellulose-based polymers", and "a mixture thereof. 
Cherburkar discloses a "first region" (the core in Examples) that contains the NSAID 
ibuprofen mixed with the lipidic material stearic acid. As such, the compositional 
requirements regarding a "retardant material", as defined by instant claims, are met by 
this reference. 

The rejection of claims 1 -6 and 8-14 under 35 U.S.C. 102(b) as anticipated by 
US 6,183,779 to Ouali et al. is withdrawn. Since applicant has perfected priority, Ouali 
no longer qualifies as prior art under 35 U.S.C. 102(b). 

Claims 1-6 and 8-14 are rejected under 35 U.S.C. 102(a) as being anticipated 
by US 6,183,779 to Ouali et al. for reasons discussed in the previous office action, and 
those below. 

Response to Arguments 

Applicants' arguments have been fully considered, but are not persuasive. 

Applicant argues that Ouali does not disclose tablets with an NSAID mixed with a 
"retardant material", as required by instant claims. 

It is noted, however, that instant claim 4 lists retardant materials, and included in 
this list are "lipidic materials", "cellulose-based polymers", and "a mixture thereof. The 
first region of Ouali comprises granules, which comprise the NSAID diclofenac and the 
cellulose-based material microcrystalline cellulose. 
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Claims 1-9 and 11 remain rejected under 35 U.S.C. 102(e) as being 
anticipated by US 6,656,503 B1 to Sherman for reasons of record and those discussed 
below. 

Response to Arguments 

Applicants' arguments have been fully considered, but are not persuasive. 

Applicant argues that Sherman does not disclose tablets with an NSAID mixed 
with a "retardant material", as required by instant claims. 

It is noted, however, that instant claim 4 lists retardant materials, and included in 
this list are "lipidic materials", "cellulose-based polymers", and "a mixture thereof. 
Sherman discloses an NSAID mixed with a lipidic material, magnesium stearate, and a 
cellulose-based polymer, microcrystalline cellulose. Thus, the compositional 
requirements of instant claims are met. 

Claims 1-6 and 9-11 remain rejected under 35 U.S.C. 102(e) as being 
anticipated by US 2002/0054908 by Woolfe et al. for reasons of record and those 
discussed below. 

Response to Arguments 

Applicants' arguments have been fully considered, but are not persuasive. 

Applicant argues that Woolfe does not disclose tablets with an NSAID mixed with 
a "retardant material", as required by instant claims. 

It is noted, however, that instant claim 4 lists retardant materials, and included in 
this list are "lipidic materials", "cellulose-based polymers", and "a mixture thereof. 
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Woolfe discloses a NSAID, diclofenac, as beads mixed with microcrystalline cellulose, a 
cellulose based polymer, and stearic acid, a lipidic material (example 2). As such, the 
compositional requirements of instant claims are met. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 12-14 remain rejected under 35 U.S.C. 103(a) as being unpatentable 
over US 2002/0054908 by Woolfe et al. for reasons of record and those discussed 
below. 

Response to Arguments 

Applicants' arguments have been fully considered, but are not persuasive. 

Applicant argues that Woolfe does not disclose tablets with an NSAID mixed with 
a "retardant material", as required by instant claims. 

It is noted, however, that instant claim 4 lists retardant materials, and included in 
this list are "lipidic materials", "cellulose-based polymers", and "a mixture thereof. 
Woolfe discloses a NSAID, diclofenac, as beads mixed with microcrystalline cellulose, a 
cellulose based polymer, and stearic acid, a lipidic material (example 2). As such, the 
compositional requirements of instant claims are met. 
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Claims 12-14 remain rejected under 35 U.S.C. 103(a) as being unpatentable 
over US 5,213,807 to Cheburkar et al. or US 6,656,503 B1 to Sherman in either case in 
view of US 6,183,779 to Ouali et al. for reasons of record and those discussed below. 

Response to Arguments 

Applicants' arguments have been fully considered, but are not persuasive. 
Applicant avers that Cheburkar and Sherman have deficiencies that are not met 
by Ouali. These alleged deficiencies have been discussed, supra. 

Claims 16 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over US 2002/0054908 by Woolfe et al. in view of US 2003/01 38486 by Ouadji. 

Woolfe teaches a pharmaceutical dosage form including a mixture of delayed 
release NSAIDbeads and a mixture containing a prostaglandin (abstract). The 
composition is, in one embodiment, a capsule, such as a hard gelatin capsule 
(paragraph 0026). In this embodiment the capsule is filled with delayed release 
ketoprefen beads, misoprestol diluted with HPMC, and other excipients (example 1). 
The delayed release beads comprise the NDAID mixed with microcrystalline cellulose 
and stearic acid (example 2). 

Woolfe does not teach hydroxypropyl cellulose capsules. 

Ouadji teaches that HPMC capsules and gelatin capsules are equivalents in the 
art of capsular dosage forms (paragraph 0027). 



Application/Control Number: 10/789,174 



Page 8 



Art Unit: 1615 

As such, it would be prime facie obvious to a person of ordinary skill in the art at 
the time of the invention to use a HPMC capsule instead of a gelatin capsule. It is 
generally obvious to substitute art-recognized equivalents for one another, when the 
equivalents are used for their art-intended and recognized uses. In this case, HPMC 
capsule shells and gelatin capsule shells are both recognized as equivalents for the 
purpose of encapsulating powder or granular medicaments. 



No claims are allowed. No claims are free of the prior art. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Eric E. Silverman, PhD whose telephone number is 571 
272 5549. The examiner can normally be reached on Monday to Friday 7:30 am to 4:00 
pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on 571 272 8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Busines&^snter (EBC) at 866-217-9197 (toll-free). 



Conclusion 
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